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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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earned patent term adjustment. See 37 CFR 1.704(b). 
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1 )E3 Responsive to communication(s) filed on 07 April 2006 . 
2a)K This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Response to Arguments 

Applicant's amendments and arguments filed 4/7/06 have been fully considered 
and are persuasive, however, new grounds of rejection apply. Note that the rejection in 
view of Nissenkorn has changed to correspond to applicant's claim amendments. 

Allowable Subject Matter 

Claims 22-26, 28, 29 are allowed. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 21 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Regarding claim 21, the configuration is unclear. Please direct to the figures and 
specification showing "at least one wing-like flap and a plurality of axially folded flaps 
arranged in a circular array." 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 



The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 1, 2, 4, 5, 8-15, 20, and 30 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Goldberg et al (3,818,511). 

Goldberg et al teaches: 

1 . (currently amended) A stent for use in the oral cavity, said stent being an 
elongate member and comprising: 

an enlarged proximal portion 24, 23 at a proximal end of the stent; and 

a bore extending through said stent from said proximal end to a distal end of the 

stent; 
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said enlarged proximal portion comprising: 

a proximal rim 24 adapted for being located adjacent an oral cavity; and 
at least one aperture other than said bore, radially inwardly spaced from said rim, 
and adapted for suturing said stent to said oral cavity, in use. Note element 24 is a 
woven skirt which inherently has bores, note the abstract teaching the skirt is to enable 
suture. 

Regarding the function language "for use in the oral cavity" and "rim adapted for 
being located adjacent an oral cavity", Goldberg et al teaches the device 
"accommodation to various sizes of vessels, ducts, or conduit" wherein it is within the 
scope of the teaching a size that could fit the intended use. 

Regarding at least claim 2, see element 7 or the suture taught in the abstract. 

Regarding claim 15, "adapted for at least one of local and systemic delivery" 
does not positively claim anything. 

Claims 1, 2, 6, 8-15, 20, 27, and 30 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Nissenkorn (4,973,301). 
Nissenkorn teaches: 

1. (currently amended) A stent for use in the oral cavity, said stent being an 
elongate member and comprising: 

an enlarged proximal accordion-like portion 6 at a proximal end of the stent; and 
a bore extending through said stent from said proximal end to a distal end of the 

stent; 
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said enlarged proximal portion comprising: 

a proximal rim (inherent end of the tube) adapted for being located adjacent an 
oral cavity; and 

at least one aperture 13 other than said bore, radially inwardly spaced from said 
rim, and adapted for suturing 19 said stent to said oral cavity, in use. 
Regarding claim 7, see flaps 5. 
Regarding the length, see 3:4, teaching 40-80 mm. 

Regarding at least claims 10-13, Nissenkorn teaches a diameter of about 16-20 
French (French = Pi x diameter). 

Regarding claim 20, see element 34. 

Claims 1-5, 7, 10-15, 27, 30 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Donowitz et al (3,788,327). 
Donowitz et al teaches: 

1 . (currently amended) A stent for use in the oral cavity, said stent being an 
elongate member and comprising: 

an enlarged proximal portion 34 at a proximal end of the stent; and 

a bore extending through said stent from said proximal end to a distal end of the 

stent; 

said enlarged proximal portion comprising: 

a proximal rim adapted for being located adjacent an oral cavity; and 
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at least one aperture 44 other than said bore, radially inwardly spaced from said rim, 
and adapted for suturing said stent to said oral cavity, in use. 

The device is fully capable of fulfilling the function language "for use in the oral 
cavity" and "rim adapted for being located adjacent an oral cavity". 

Regarding claim 3, see wing-like flap 46. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 16-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Goldberg et al, Nissenkorn, or Donowitz et al. 

The three references are described above, however, they are silent regarding the 
claimed materials according to claims 16-19. It would have been obvious to one having 
ordinary skill in the art have applied the claimed materials, for example, as a coating to 
each of the medical devices of Goldberg et al, Nissenkorn, or Donowitz et al for the well 
know medical response of said material. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruce E. Snow whose telephone number is (571) 272- 
4759. The examiner can normally be reached on Mon-Thurs. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4754. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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BRUCE SNOW 
PRIMARY EXAMINER 




